JEKJIAPAITUST O COOTBETCTBUMA

JEKJIAPAHT, TPHUHUMAFOIUHA JIEKJTAPAIIMIO O COOTBETCTBUH

AQ "ThaxcoCxumKnntin Tpeitdunz"

Ceedenun o peaucmpayuu opeanuzayuu: Meopaiionnas uncnexyus dedepanvuoti Hanozoeoi cayoichur Ne 46 no
2. Mocrse 01.01.2008, OI'PH 1027739011486, oama npuceoenus OPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnerm, d. 374, xopnye 4, smaoic 3, nom. XV, komnama 1.
Tenechoni:8(495)777-89-00.

B nuye: Ienepansuwiii oupexmop Lybanckuii Onez

Hosepennoe nuyo: Kysueyos A.A., doeepennocmns 60-13.09.2018 om 13.09.2018 2.

JASABJBSIET, UTO

nexapemeenioe cpedemeo: Cepemud Mynemuduck, nopoutox Ons unzanayuii dosuposanuviti 50 mxz+500
Mmx2/003a 60 do3, unearamoper co empunamu (1), nauxu kapmonnwvie, PY Ne IT NO11630/01 om 10.06.2010
(Oama samenst 05.02.2018) eoroano 340 "ThaxcoCsumKasim Tpeiiounz", cepus AJ9X, napmus 12000
ynakosok, zoden 0o 26.08.2020, npouzsodcmea Inaxco Banakom Ipodaxwen, Opanyus, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France xkod OKIIA2 21,20.10.254, ko0 TH
B3N 3004320009, Juempubsiomop. coznawenue 6/n om 01.01.2013, uneotic Ne 4205244065 om 17.12.2018

COOTBETCTBYET TPEBOBAHUSIM

1T N011630/01-050218

ALEKJIAPALTUS ITPUHSITA HA OCHOBAHHH

npomoxon ucnvimanuii Ne 24y om 11.01.2019 HJI Q00 HI] "®PAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®JI40, Cepmughuxam POCC FR.DM08.C31236 om 11.01.2019

HATA IIPUHATHA TEKJIAPALIMHN 14.01.2019

JAENCTBHTEJBLHA JIO 26.08.2020
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o CBEHM O PETUCTPALIAA

OPI'AH ITIO CEPTU®HUKAIIHH, 3APETHCTPUHPOBABIL MM HAEKJIAPAITAIO 5
RA.RU.11®PMO8 OPIAH ITO CEPTHOHKAI[HH ITPOIYKIJHH OFIL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. 1, kom. 1, adpec opeana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mocksa, yi. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eet-
catim: oyxrr.pe.

,I[EK.}IAPAIIM O COOTBETCTBHH 3APETHCTPHPOBAHA A POCC RU JI-FR. ®M08.A4.12371/19
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Issued by: / Beigano :

GlaxoWellcome Production / Makco Bannkom Mpoaakwex

ZI N°2, 23 Rue Lavoisier / 3ona UraycTpuans Ne 2io Pio Jlasyasbe
F-27091 EVREUX/3BPO

France / ®PAHLIMA

Tel:  Ten+ 33(0) 232235500 Fax: / dakc+33(D) 232235529

Certificate Date Certificate Number
fata sbigaun ceprucpukata  Homep ceptudmkara
-13-DEC-2018 3000497452
13-nexabpb-2018 Page Crpannya 1of usz2

Material Description: SERETIDE DISKUS 50/500MCG 1X60D RU/T

OnucaHve matepuana: Cepetua® MynsTuaunck, nopowok 4ns MHranauui

BosupoBatHbii, 50 mkr + 500 mrr/gosa (60 noa)

Material Number: 60000000010542

Homep matepuana: 60000000010542

Package size / type: 1 diskus/carton

Y¥nakoexa: 1 uHransTop/KapToHHas navka

Marketing Authorization Number: - NO11630/01

Homep peructpauuonHoro yaoctoseperus: NO11630/01

Manufacturing Authorisation Number: M 181172

INwuuensun npouasoguTens: M 18/172

Regulatory Statement:
Perynatoproe nogTeepxpenve :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprudmkata npoussogurtens: 2018/HPF/FR/226

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingfiabelling and quality control in full compliance with the GMP requirements of
the local Regulatory Authority and the specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP and
has been released by a Qualified Person.

Hacrosumm noaTeepkaaem, 4To nHbopMaLms, NPEeACTaBfieHkan B faHHoM cepTudbukarte, sBhnseTcs
AOCCTOBEPHOM U TauHoM. [lakHas cepusi npoayxTa Beina Npou3eefeHa, BIYas onepawuym no ynakoeke /
MapKUPOBKE W KOHTPOIML Ka4eCTBa, B NONHOM COOTEETCTBUM C NOKaNbHLIMKM TpeGosaHusMu GMP u
TpeboBaHusMu cneunukaLmMn perucTpaLMcHHOM YAOCTOBEpEHWA CTPaHbI Ha3Ha4YeHWs, 3anucy, OTHOCALLMECS
K NPOWIBOACTBEHHOMY NPOUECCY, yNakoBKe W TECTUPOBaHUID Cepun, Bbinu nposepensl u COOTBETCTRYIOT
Tpebosarunam GMP, cepus Gbina sbinylieHa YnonHoMoYeHHsIM nauom,

Batch N°: AJOX . EXPIRY DATE: 26.08,2020
Cepun Ne : AJGX Fopex po 26.08.2020
Manufacturing date: 27-AUG-2018

Hata narorosnenust.: 27-asrycr-2018

-Importing Country: Russia
UmnopTupylowan ctpaxa: Poccun



Issued by: / BeinaHo :

GlaxoWellcome Production / MNnakce Bannkom MNpoaakwes
Z1 N°2, 23 Rue Lavoisier / 3oHa WraycTpusns Ne 2i0 Pio Iasyasce

F-27081 EVREUX/3BPO

France / ©PAHLIMA

Tel: / Ten+ 33(0) 232235500 Fax: / Qakc+33(0) 232235529

Material Description:
Onucaxue matepuana:

Material Number:
Homep matepuana:
Package size / type:
Ynakosxa:

Marketing Authorization Number:

Certificate of Analysis
' Ceprudhukat ananmnsa
Certificate Date

Hata sblgaum ceprvdmkarta

13-DEC-2018
13-pekabps-2018

Certificate Number
Homep ceprudiukara
3000497452

Page Crpanuua 2 of ua 2

SERETIDE DISKUS 50/500MCG 1X60D RU/T
Cepetna® MynsTuauck, NOPOLWOK AN UHIanNAUmMA
AoavpoBaxHei, 50 mkr + 500 Mr/goza (60 [o3)

60000000010542
60000000010542

1 diskus/carton

1 uxranaTop/kaproHnas nayxka
NO11630/01

Homep perucrtpaumonrioro ygocrosepenusi: NO11630/01

Manufacturing Authorisation Number: M 18/172

Nuuensus npoussoaurens: M 18/172

-, Specification Results

Description MokasaTtens Cheumdmrauus [Wn—
DESCRIPTION COMPLIES COMPLIES
Onucaxue COOTBETCTBYET COOTBETCTBYET
IDENTITY OF SALMETEROL AND FLUTICASONE PROPIONATE BY UV COMPLIES COMPLIES
Onpegernexne NOAMMHHOCTM CanMeTEPona u hnyTukasoHa nponuoxara
MeTonoM YO COOTBRETCTRYET COOTBETCTBYET
IDENTIFICATION OF SALMETEROL AND FLUTICASONE PROPIONATE BY
HPLC COMPLIES COMPLIES
Onpegenexne NoanuHHocTH canmeTepona 1 ryTUKaloHa nponmnoHaTa COOTBETCTBYET COOTBETCTBYET
MeTogom BIXX
CONTENT OF SALMETEROL 97.5-1075% 102.1
KonudecrseHHoe onpeaeneHue canmMertepona 97.5-1075% 102.1
CONTENT OF FLUTICASONE PROPIONATE 96.0-107.5% 102.7
KonudecteeHHoe onpeaenexue nyTukacHa nponvoHarta 96,0 - 107,5% 1027
FINE PARTICLE MASS SALMETEROL 8 -15 pg/bls 12
PecnupabenbHan thpakuus canmeTtepona 8 — 15 mKr/aveiika 12
FINE PARTICLE MASS FLUTICASONE PROPIONATE e 126
PecnupabensHan cpakuns hnyTukasoHa nponnoxara e 126
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OaHopogHoCTs AocTaBNAemMoil Aoasi/canmeTepon CooTBETCTRYET COOTBETCTBYET
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE | COMPLIES COMPLIES
OaxopoaHOCTL AOCTABNAEMON Ao3blthnyTukasona nponuoHara COOTBETCTBYET COOTBETCTBYET

Signature
Noanuce

Name

Qualified Person
YnonxomoueHHoe
nuue

Céline ACUN

e

Date of batch release
Hara Beinycka cepuu

13-DEC-2018
13-nexabpe-2018




